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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 GFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )IEI Responsive to communication(s) filed on 18 November 2010 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 49-68 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 49-68 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. §119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)DAII b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

This is the initial Office Action following the third Request for Continued Examination 
based on the 10/645055 application filed August 21 , 2003. Claims 49-68 as newly 
presented November 18, 2010 are currently pending and considered below. 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 18, 2010 has been entered. 

Claim Rejections - 35 USC § 1 12 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 49-68 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 
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4. Regarding independent claims 49, 60, and 68, the claims contain either the 
limitation "wherein the outer layer has a lesser thickness in the body portion than in the 
proximal waist" (Claims 49 and 68) or the limitation "wherein the outer layer has a lesser 
thickness in the body portion than in the distal waist" (Claim 60). The examiner notes 
that there is no discussion of the thickness of the outer layer of the balloon in the 
specification. If applicant is relying upon the drawings (specifically elected Figure 2) to 
support this limitation, the examiner notes that, as no mention that the figures are drawn 
to scale is given, the drawings can not be relied upon to support the above limitations. 
Claims 50-59 and 61-67 are rejected for their dependence upon a rejected base claim. 

5. Regarding claims 50 and 61 , the claims contain the limitation "wherein a sum of 
the thicknesses of the inner and outer layers is constant over the length of the balloon." 
The examiner notes that the specification lacks support for this limitation and only 
supports the much broader limitation of the sum being "substantially constant" (Page 5, 
line 7 of the instant specification). In the case that applicant was relying upon this 
statement to support the claim limitations described above (in the manner that if the 
overall thickness T is constant, then T-T B must be less than T-T| W ), with T being only 
substantially constant, the equations fail as T is no longer a constant value. 

6. Regarding claims 51 and 62, the claims contain the limitation that "the inner and 
outer layers each have a constant thickness in the body portion, in the proximal and 
distal waists, and in the proximal and distal cones." However, the examiner can only 
find support in the specification for the constant thickness in the proximal (Page 2, lines 
1 8-20) and distal (Page 2, lines 21 -22) cones. For the constant thickness in the waist 
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and body portions, applicant appears to be depending on elected Figure 2 for support. 
As in paragraph 4 above, the examiner notes that, as no mention that the figures are 
drawn to scale is given, the drawings can not be relied upon to support the above 
limitations. 

7. Regarding claims 52 and 63, the specification lacks support for the recited 
limitation that "the inner and outer layers each have respective thickness that vary only 
in the transitions between adjacent sections along the length of the balloon." There is 
no mention in the specification of transitions or any change of thickness taking place at 
such a location. To support this limitation, applicant appears to be depending on 
elected Figure 2 for support. As in paragraphs 4 and 6 above, the examiner notes that, 
as no mention that the figures are drawn to scale is given, the drawings can not be 
relied upon to support the above limitations. 



Response to Arguments 

8. In response to applicant's request that the examiner confirm that the specification 
as filed is proper and not the specification that was wrongly published in the Pre-Grant 
Publication of this application, the examiner confirms the specification as filed and 
considered by the examiner contains a cover sheet, 18 pages of text, an abstract, 5 
pages of originally filed claims, and 3 pages of originally filed drawings, all dated August 
21, 2003. 

9. Regarding applicant's new claims, see the above action on the merits. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VICTORIA P. CAMPBELL whose telephone number is 
(571)270-5035. The examiner can normally be reached on Monday- Friday, 7-3. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Victoria P Campbell 
Examiner, AU 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



